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A.
Justification

1.
Circumstances Necessitating Information Collection
The Food and Drug Administration (FDA) is issuing a final rule (Tab A) that would require human drug product and biological product labels to have bar codes.  The bar code for such products (other than blood and blood components) would contain the National Drug Code (NDC) number in a linear bar code.  The rule will help reduce the number of medication errors in hospitals and other health care settings by allowing healthcare professionals to use bar code scanning equipment to verify that the right drug, in the right dose and right route of administration, is being given to the right patient at the right time.  The final rule would also require the use of machine-readable information on blood and blood component container labels.  

FDA is requesting approval from the Office of Management and Budget (OMB) of a new information collection requirement in (Bar Code Label Requirement for Human Drug Products and Blood,( 21 CFR 201.25, 201.25(d), 606.121(c)(13), and 610.67.  The new information collection, if finalized, would be 1,777,550.5 hours.

21 CFR 201.25 and 610.67 - Reporting 

This provision would require a linear bar code on prescription drug products and over-the-counter drugs that are dispensed pursuant to an order and commonly used in hospitals.  The bar code would contain, at a minimum, the drug(s NDC number.  For biological products (other than blood), the linear bar code requirement would apply through 21 CFR 610.67.

21 CFR 201.25(d) - Reporting

This provision would allow persons to seek an exemption from the bar code requirement if compliance with the bar code requirement would adversely affect the safety, effectiveness, purity or potency of the drug or not be technologically feasible, and the concerns underlying the request could not reasonably be addressed by measures such as package redesign or use of overwraps; or if an alternative regulatory program or method of product use renders the bar code unnecessary for patient safety.  The exemption request would be in writing.

21 CFR 314.81(b)(2)(iii) - Reporting

Although the proposed rule would not contain a new reporting requirement expressly for the bar code, the bar code would represent a change to the product label.  Minor labeling changes for certain drug products are reported to FDA under 21 CFR 314.81(b)(2)(iii).

21 CFR 601.12(f)(3) - Reporting

Although the proposed rule would not contain a new reporting requirement for the machine-readable information on blood and blood component labels, the information would represent a change to the product label.  Minor labeling changes for blood and blood components are reported to FDA under 21 CFR 601.12(f)(3).

21 CFR 606.121(c)(13) - Reporting

This provision would specify the minimum contents of machine-readable information (such as a unique facility identifier, lot number relating to the donor, product code, and Abo and Rh of the donor) for blood and blood components.

2.
How, by Whom, and for What Purpose Information Used
The bar code and machine-readable information would be used by hospitals to ensure that the right product (including the right dose and right route of administration for the product) is reaching the right patient at the right time. 

3.
Consideration of Information Technology
The collection of information neither requires nor prohibits the use of automated, electronic, mechanical, or other technological collection techniques. 

4.
Efforts to Identify Duplication and Similar Information Already Available
  
FDA is the only federal agency responsible for approving drug products for human use and for regulating blood and blood components.  Therefore, no duplication of data exists.

5.
Small Business
  
The final rule is not expected to have a significant economic impact on a substantial number of small entities.  For example, our analysis suggests that the economic impact on small packagers would be $240 per entity, compared against an average annual revenue of $1.7 million per small entity, so the cost would be less than 0.1 percent of annual revenues.  As another example, our analysis suggests that the cost to small manufacturers would be $1,800 per entity, compared against an average annual revenue of $26.6 million per small entity, so that the cost to small manufacturers would be less than 0.1 percent of annual revenues.  Consequently, we did not take any measures to reduce the rule(s potential impact on small business.  

6.
Consequences of Less Frequent Information Collection and Technical or Legal Obstacles
Failure to submit the bar code or machine-readable information would impair a hospital(s ability to determine whether the right drug, blood, or blood component is reaching the right patient.  Failure to submit the reports regarding label changes would hinder FDA(s ability to ensure that it has the latest product label.  

7.
Consistency with the guidelines in 5 CFR 1320.5(d)(2)
The reporting requirement is consistent with the guidelines in 5 CFR 1320.5(d)(2).  The final rule does not require reports to occur more frequently than the quarterly basis described in ( 1320.5(d)(2)(i) nor does it require multiple copies of the report. 

8.
Consultation Outside the Agency
No consultation outside the agency was necessary.  Insofar as reports of label changes to FDA are concerned, the proposed collection of information would be part of the pre-existing system of annual reports. 

9.
Payment or Gift to Respondents
FDA did not provide any payment or gifts to respondents.

10.
Confidentiality of Information
To the extent that the information provided in a report regarding labeling changes or in an exemption request is confidential commercial information or trade secret information, that information would be protected against public disclosure to the extent required by law and FDA regulations.  Thus, an assurance of confidentiality (beyond those already existing in federal law and FDA regulations) is unnecessary.  

11.
Sensitive Questions
No questions of a sensitive nature are asked.

12.
Estimates of Burden Hours and Explanation
Because the Center for Drug Evaluation and Research would have bar code information for drugs subject to a new drug application or abbreviated new drug application to be reported through an annual report, this final rule affects the reporting burden associated with 21 CFR 314.81(b)(2)(iii).  Section 314.81(b)(2)(iii) requires the submission of an annual report containing a representative sample of package  labels and a summary of labeling changes (or, if no changes have been made, a statement to that effect) since the previous report.  Here, the bar code would result in a labeling change.  We have previously estimated the reporting burden for submitting labels as currently required under ( 314.81(b)(2)(iii), and OMB has approved the collection of information until March 31, 2005 under OMB control number 0910-0001.  We are not re-estimating these approved burdens in this rulemaking; we are only estimating the additional reporting burdens associated with the submission of label changes under ( 314.81(b)(2)(iii).

Minor label changes for blood and blood products may be reported as part of an annual report, as described in 21 CFR 601.12(f)(3), and we would consider the machine-readable information on blood and blood product labels to be a minor change.  We have previously estimated the reporting burden for submitting labels as currently required under ( 601.12(f)(3), and OMB has approved the collection of information until August 31, 2005 under OMB control number 0910-0338.  We are not re-estimating these approved burdens in this rulemaking; we are only estimating the additional reporting burdens associated with the submission of label changes under ( 601.12(f)(3).

The estimated annual reporting burden and the basis for our estimates is as follows:

Table 1.‑‑Estimated Annual Reporting Burden

	21 CFR Section
	No. of Respondents
	Frequency of Responses
	Total Annual Responses
	Hours per Response
	Total Hours

	( 201.25 and

( 610.67
	1,447
	31.1
	45,000
	24 hrs.
	1,080,000

	( 201.25(d)
	40
	1
	40
	24 hrs.
	960

	( 314.81(b)(2)(iii)
	1,447
	5.9
	8,596
	10.5 min.
	1,497

	( 601.12(f)(3)
	211
	1
	211
	1 min.
	3.5

	( 606.121(c)(13)
	981
	42,507.7
	41.7 million
	1 min.
	695,000

	Total
	
	
	
	
	1,777,550.5


There are no capital costs or operating and maintenance costs associated with this collection of information.

Our estimates are based on the following assumptions:  

· For prescription drugs (including prescription biologics and vaccines) and OTC drugs subject to the bar code requirement, information from our own records indicates that there are 1,447 establishments that would be affected by a bar code requirement, and there are approximately 89,800 separate, identifiable product packages subject to this final rule.  We expect that half of the packages (45,000) would need redesigned labels to comply with a bar code requirement because they do not currently use coded NDC numbers.  This means that the annual frequency of reports, under ( 201.25 (and ( 610.67 for biological products not regulated as devices), would be 31.1 (45,000 package labels requiring a bar code/1,447 establishments = 31.09 packages per establishment, which we have rounded up to 31.1).  Consultations with industry sources suggest that the number of hours per response to redesign a package label to include bar coded information to comply with this regulation is approximately 24 hours.  Therefore, the total burden hours for ( 201.25 and ( 610.67 would be 1,080,000 hours (45,000 packages x 24 hours per package label = 1,080,000 hours).  

· For prescription drugs whose label changes would be reported in an annual report pursuant to ( 314.81 or ( 601.12(f)(3) for biological products), there are approximately 1,447 registered establishments that would be reporting.  Information on listed drugs indicates there are 89,800 separate, identifiable product packages that will comply with the bar code requirement.  These packages account for 8,576 separate and distinct products (each product is marketed in an average of 10.47 packaging variations).  This means that the annual frequency of reports would be 5.9 (8,576 products subject to annual reports/1,453 registered establishments = 5.92 products per registered establishment, which we have rounded down to 5.9).  Section 314.81(b)(2)(iii) requires firms to submit an annual report that includes a summary of any changes in labeling since the last annual report.  Similarly, ( 601.12(f)(3)(I)(A) requires manufacturers of biologics to include in their annual reports editorial or similar minor labeling changes. We expect that the addition of a bar code to a label would necessitate a simple statement in the annual report declaring that the bar code has been added, so we have assigned an estimate of one minute for such statements per label.  Each product(s annual report would include labels for all packaging variations.  Thus, the total reporting burden would be 1,496.67 hours ((8,576 reports x 10.47 labels (or one label per packaging variation) per report x one minute per report)/60 minutes per hour = 1,496.67 hours), which we have rounded up to 1,497 hours.  

· For minor labeling changes for blood and blood components included in an annual report under ( 601.12(f)(3)(i)(A), FDA(s database indicates there are 211 licensed manufacturers of transfusable blood and blood components.  We expect that the addition of machine-readable information to the label of blood and blood components would necessitate a simple statement in the annual report declaring that the machine-readable information has been added, so we have assigned an estimate of one minute for such statements.  Thus, the total reporting burden would be 3.5 hours ((211 reports x one minute per report)/60 minutes per hour = 3.516 hours), which we have rounded down to 3.5 hours.

· For the requirement in ( 601.121(c)(13) to include machine-readable information on blood and blood components, FDA(s registration database indicates there are 981 blood and plasma establishments.  The AABB estimates that approximately 13.9 million blood donations are collected annually.  We estimate that each blood donation yields approximately three blood components.  This means that the frequency of responses is approximately 41.7 million occurrences (13.9 million blood donations x 3 blood components per donation) divided by 981 establishments or 42,507.645 occurrences per establishment, which we have rounded up to 42,507.7.  We estimate that it takes one minute to apply a machine-readable code manually; if a blood collection facility uses an on-demand printer, the time would range between 15-30 seconds.  For purposes of this estimate, we adopt the larger time estimate of one minute per machine-readable information for blood, thus resulting in an annual reporting burden of 695,000 hours ((41.7 million reports x one minute per report) /60 minutes per hour = 695,000 hours).  However, we reiterate that facilities using on-demand printers would face lower burdens.  In addition, blood collection centers are currently allowed and encouraged to apply machine-readable information to collections.  This burden estimate accounts for requiring an activity that is currently voluntary and does not reflect an additional activity.  

· For exemption requests under ( 201.25(d), we believe that few products would warrant an exemption from the bar code requirement.  Consequently, based on our experience with other exemption provisions, we estimate that there may be 40 exemption requests per year and that each exemption request will require 24 hours to complete.  This should result in a annual reporting burden of 960 hours (40 requests per year x 24 hours per request = 960 hours).

13.
Annual Cost to Respondents
We estimate the annualized cost to respondents to be $44,438,762.50.  We base this figure on the total burden hours (1,777,550.5) multiplied by an hourly wage of $25 for non-production workers in the pharmaceutical/biological/packing industries, as determined by the Census of Manufacturers.  

14.
Annual Cost to the Government
We estimate the annualized cost to the federal government associated with receiving the annual reports will be negligible.  We receive such annual reports already, and the inclusion of simple statements or declarations that a bar code or machine-readable information has been added to the label should not result in any significant additional cost to the federal government.

Based on our experience with exemption requests, we estimate that it may take 138 hours to review and process each exemption request, resulting in a total expenditure of 5,520 hours (138 hours per exemption request x 40 exemption requests per year = 5,520 hours per year).  Based on a hourly cost to FDA of $100 (wages plus overhead), the total cost to FDA would be $552,000.

15.
Changes in Burden
The final rule would represent a new collection of information. 

16.
Statistical Reporting
Information collected under this requirement will not be published.

17.
Exemption for Display of Expiration Date
The agency does not seek an exemption from displaying the expiration date.

18.
Exemption to Certification Statement
The agency is not requesting any exemption from the certification statement identified in Item 19 of form OMB Form 83-I. 
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